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Amendments to the Claims: 



This listing of claims will replace all prior versions, and listings, of claims in the application: 



L — -Listing of Claims: 



| 1.- 12. (cancelled) 
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^f. (currently amended) A method for treating a bacterial infection in a patient, the method 
comprising: 

administering to the patient in need thereof a therapeutically effective amount of a 
composition in solid form comprising amoxicillin and potassium clavulanate and comprising a 
first release phase and a second release phase; 

the first release phase comprising potassium clavulanate and a first portion of the 
amoxicillin; 

the second release phase comprising a second portion of amoxicillin, which is a 
pharmaceutically acceptable soluble salt of amoxicillin, and at least one pharmaceutically 
acceptable organic acid which are admixed in intimate contact at a ratio of from 20: 1 to 1 :2 
(amoxicillin free acid equivalent to organic acid equivalent) . 




14.-17. (cancelled) 



ok V 

1 Jri. (currently amended) A method according to claim -hJo_in which the bacterial infection is 
caused by at least one of the organisms S. pneumoniae, H. influenzae, and M. catarrhalis. 




19.-68. (cancelled) 



2- 



' (previously presented) A method according to claim wherein the S. pneumoniae are Drug 
Resistant S. pneumoniae and Penicillin Resistant S. pneumoniae organisms. 

A^V^. (previously presented) A method according to clainvf5 wherein the amount of amoxicillin in 
the first release phase is released upon exposure to an aqueous environment. 
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fit. (currently amended) A method according to claim 3f5 wherein the ratio of the 
pharmaceutically acceptable soluble salt of amoxicillin free acid e quivalent to the at least one 
pharmaceutically acceptable organic acid e quivalent in the second release phase is from about 
2:1 to about 1:1.2. 

1 J72. (currently amended) A method according to claim X$ wherein the ratio of the amoxicillin 
(amoxicillin froo acid equivalent) in the first release phase to the amoxicillin (amoxicillin free 
acid equival e nt) in the second release phase is from about 3: 1 to about 1 :3. 

(currently amended) A method according to claim wherein the ratio of the amoxicillin 
(amoxicillin froo acid e quivalent) in the first release phase to the amoxicillin (amoxicillin froo 
acid equivalent) in the second release phase is from about 2: 1 to about 2:3. 

(currently amended) A method according to claim^l wherein the ratio of the amoxicillin 
(amoxicillin froo acid e quivalent) in the first release phase to the amoxicillin (amoxicillin froo 
acid equivalent) in the second release phase is from about 2: 1 to about 2:3. 

% Z5. (currently amended) A method according to claim xf wherein the ratio of the amoxicillin 
(amoxicillin froo acid equivalent) in the first release phase to the amoxicillin (amoxicillin froo 
acid e quivalent) in the second release phase is from about 3 :2 to about 1:1. 

-76. (currently amended) A method according to claim 71 wherein the ratio of the amoxicillin 
(amoxicillin froo acid equivalent) in the first release phase to the amoxicillin (amoxicillin froo 
acid equivalent) in the second release phase is from about 3 :2 to about 1:1. 

!T1. (currently amended) A method according to claim >3 wherein the ratio of the amoxicillin 
(amoxicillin froo acid equivalent) in the first release phase to the amoxicillin (amoxicillin froo 
acid equivalent) in the second release phase is about 9:7. 

#8. (previously presented) A method according to claim -O wherein the at least one 
pharmaceutically acceptable organic acid is selected from pharmaceutically acceptable 
monocarboxylic and polycarboxylic acids having from 2 to 25 carbon atoms, pharmaceutically 
acceptable monocyclic aryl and polycyclic aryl acids, and pharmaceutically acceptable 
monohydrogen and dihydrogen metal salts of any of the foregoing multi-valent acids. 
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^^^(previously presented) The method according to claim xi wherein the at least one 
pharmaceutically acceptable organic acid is selected from pharmaceutically acceptable 
monocarboxylic and polycarboxylic acids having from 2 to 10 carbon atoms and an acidic salt of 
any of the foregoing. 

*^ > . (previously presented) The method according to claim^l wherein the at least one 
pharmaceutically acceptable organic acid is selected from pharmaceutically acceptable 
monocarboxylic and polycarboxylic acids having from 2 to 10 carbon atoms and an acidic salt of 
any of the foregoing. 

. (previously presented) The method according to cXbiyoAS wherein the at least one 
pharmaceutically acceptable organic acid is selected from pharmaceutically acceptable 
monocarboxylic and polycarboxylic acids having from 2 to 10 carbon atoms and an acidic salt of 
any of the foregoing. 

(previously presented) A method according to claim ^ wherein the at least one 
pharmaceutically acceptable organic acid is selected from C(2-io) alkyl- and C(2-io) alkenyl- 
carboxylic acids having one, two, or three carboxylic acid groups, and optionally at least one 
hydroxy substituent, and optionally at least one -CO group in the carbon chain and an acidic salt 
of any of the foregoing. 

(currently amended) A method according to claim,4<f wherein the at least one 
pharmaceutically acceptable organic acid is selected from malonic acid, succinic acid, fumaric 
acid, maleic acid, adipic acid, lactic acid, levulinic acid, sorbic acid, tartaric acid, mal e ic malic 
acid, ascorbic acid, citric acid, and an acidic salt of any of the foregoing. 

(currently amended) A method according to claim^l wherein the at least one 
pharmaceutically acceptable organic acid is selected from malonic acid, succinic acid, fumaric 
acid, maleic acid, adipic acid, lactic acid, levulinic acid, sorbic acid, tartaric acid, mal e ic malic 
acid, ascorbic acid, citric acid, and an acidic salt of any of the foregoing. 
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* £5. (currently amended) A method according to clainy?5 wherein the at least one 
pharmaceutically acceptable organic acid is selected from malonic acid, succinic acid, fumaric 
acid, maleic acid, adipic acid, lactic acid, levulinic acid, sorbic acid, tartaric acid, maleic malic 
acid, ascorbic acid, citric acid, and an acidic salt of any of the foregoing. 

(previously presented) A method according to claim j^wherein the at least one 
pharmaceutically acceptable organic acid is citric acid. 

(previously presented) A method according to claim^f' wherein the at least one 
pharmaceutically acceptable organic acid is citric acid. 

'#8. (previously presented) A method according to clairn^wherein the at least one 
pharmaceutically acceptable organic acid is citric acid. 

#9. (previously presented) A method according to clainvS8" wherein the citric acid is citric acid 
anhydrous. 

PC. (previously presented) A method according to claim )A wherein the pharmaceutically 
acceptable soluble salt of amoxicillin is sodium amoxicillin. 

(previously presented) A method according to claini^ wherein the pharmaceutically 
acceptable soluble salt of amoxicillin is sodium amoxicillin. 

yl. (previously presented) A method according to claim^T? wherein the pharmaceutically 
acceptable soluble salt of amoxicillin is sodium amoxicillin. 

y5. (previously presented) A method according to claimjo wherein the pharmaceutically 
acceptable soluble salt of amoxicillin is sodium amoxicillin. 

jefA. (previously presented) A method according to claim-#8 wherein the pharmaceutically 
acceptable soluble salt of amoxicillin is sodium amoxicillin. 

S5. (previously presented) A method according to claim wherein the pharmaceutically 
acceptable soluble salt of amoxicillin is crystallized sodium amoxicillin. 
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(previously presented) A method according to claim wherein the pharmaceutically 
acceptable soluble salt of amoxicillin is crystallized sodium amoxicillin. 

(currently amended) A method according to claim H wherein the ratio of the amount of 
amoxicillin in the composition to the amount of potassium clavulanate (amoxicillin fr ee acid 
e quival e nt to clavulanic acid equival e nt) is from about 2: 1 to about 20: 1 . 

(currently amended) A method according to claim j^wherein the ratio of the amount of 
amoxicillin in the composition to the amount of potassium clavulanate (amoxicillin fr ee acid 
equival e nt to clavulanic acid e quival e nt) is from about 12:1 to about 20:1. 

^5$. (currently amended) A method according to claim J^wherein the ratio of the amount of 
amoxicillin in the composition to the amount of potassium clavulanate (amoxicillin free acid 
equivalent to clavulanic acid equival e nt) is from about 14:1 to about 16:1. 

. (currently amended) A method according to claim j£f wherein the ratio of the amount of 
amoxicillin in the composition to the amount of potassium clavulanate (amoxicillin fr ee acid 
* e quival e nt to clavulanic acid equivalent) is from about 14:1 to about 16:1. 

^01 . (currently amended) A method according to claim ^5 wherein the ratio of the amount of 
amoxicillin in the composition to the amount of potassium clavulanate (amoxicillin fr ee acid 
equivalent to clavulanic acid e quival e nt) is from about 14:1 to about 16:1. 

2. (currently amended) A method according to claim %$ wherein the ratio of the amount of 
amoxicillin in the composition to the amount of potassium clavulanate (amoxicillin fr ee acid 
equivalent to clavulanic acid equivalent) is from about 14:1 to about 16:1. 

^)3. (previously presented) A method according to claim^fwherein the pharmaceutically 
acceptable soluble salt of amoxicillin is crystallized sodium amoxicillin and the at least one 
pharmaceutically acceptable organic acid is citric acid anhydrous. 

. (previously presented) A method according to claim J^wherein all of the potassium 
clavulanate of the composition is present in the first release phase. 
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5. (previously presented) A method according to claim j# 'wherein all of the potassium 



clavulanate of the composition is present in the first release phase. 



6. (previously presented) A method according to claim £4 wherein all of the potassium 
clavulanate of the composition is present in the first release phase. 

. (previously presented) A method according to claim wherein the first release phase 
comprises at least one pharmaceutically acceptable soluble salt of amoxicillin, amoxicillin 
trihydrate, or a mixture thereof. 

>08. (previously presented) A method according to claim K)5 wherein the first release phase 
comprises at least one pharmaceutically acceptable soluble salt of amoxicillin, amoxicillin 
trihydrate, or a mixture thereof. 



9. (currently amended) A method according to claim wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) in the composition is from about 700 mg to about 2600 mg. 

0. (currently amended) A method according to claim 9& wherein the amount of amoxicillin 
(amoxicillin free acid e quivalent) in the composition is from about 700 mg to about 2600 mg. 

M l . (currently amended) A method according to claim >5 wherein the amount of amoxicillin 
(amoxicillin free acid e quivalent) in the composition is from about 700 mg to about 1300 mg. 

. (currently amended) A method according to claim^' wherein the amount of amoxicillin 
(amoxicillin free acid e quivalent) in the composition is from about 700 mg to about 1300 mg. 

3. (currently amended) A method according to claim K)6 wherein the amount of amoxicillin 
(amoxicillin free acid e quivalent) in the composition is from about 700 mg to about 1300 mg. 



4 



4. (currently amended) A method according to claim ^wherein the amount of amoxicillin 
(amoxicillin free acid e quivalent) in the composition is from about 950 mg to about 1300 mg. 
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J^o. (currently amended) A method according to claim ]^f2 wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) in the composition is from about 950 mg to about 1300 mg. 

yC6. (currently amended) A method according to claim y$ wherein the amount of amoxicillin 
(amoxicillin fr ee acid equivalent) in the composition is from about 1400 mg to about 2600 mg. 

yl7. (currently amended) A method according to claim p02 wherein the amount of amoxicillin 
(amoxicillin fr ee acid equival e nt) in the composition is from about 1400 mg to about 2600 mg. 



iim X% " 



[8. (currently amended) A method according to claim i3 wherein the amount of amoxicillin 
(amoxicillin fre e acid e quival e nt) in the composition is from about 1900 mg to about 2600 mg. 



9. (currently amended) A method according to claim J/06 wherein the amount of amoxicillin 
(amoxicillin fr ee acid e quival e nt) in the composition is from about 1900 mg to about 2600 mg. 

(currently amended) A method according to claim J^wherein the amount of amoxicillin 
(amoxicillin free acid e quival e nt) in the composition is about 1000 mg or about 2000 mg. 

. (currently amended) A method according to claim wherein the amount of amoxicillin 
(amoxicillin fr ee acid e quival e nt) in the composition is about 1000 mg or about 2000 mg. 

ytl. (currently amended) A method according to claim ^wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) administered to the patient is about 2000 mg. 



3. (currently amended) A method according to claim wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) in the second release phase is from about 60% to about 80% by 
weight of the second release phase. 

^jtt. (currently amended) A method according to claim ^^wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) in the second release phase is from about 60% to about 80% by 
weight of the second release phase. 
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]£5- (currently amended) A method according to claim yf$ wherein the amount of amoxicillin 
(amoxicillin free acid equival e nt) in the second release phase is from about 60% to about 80% by 
wfeight of the second release phase. 

^16. (currently amended) A method according to claim p$ wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) in the second release phase is from about 60% to about 80% by 
weight of the second release phase. 

yil. (currently amended) A method according to claim ^wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) in the first release phase is 563 mg +/- 5% and the amount of 
amoxicillin in the second release phase is 438 mg +/- 5%. 

J£8. (currently amended) A method according to claim #S wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) in the first release phase is 563 mg +/- 5% and the amount of 
amoxicillin in the second release phase is 438 mg +/- 5%. 

$ ' 

yi9. (currently amended) A method according to claim K)3 wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) in the first release phase is 563 mg +/- 5% and the amount of 
amoxicillin in the second release phase is 438 mg +/- 5%. 

>30. (currently amended) A method according to claim ]M wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) in the first release phase is 563 mg +/- 5% and the amount of 
amoxicillin in the second release phase is 438 mg +/- 5%. 

Y>\. (previously presented) A method according to claim V$ wherein the composition is divided 
into multiple dosage units. 

52. (previously presented) A method according to 1 claim X\ 0 wherein the composition is 
divided into multiple dosage units. 

#33. (previously presented) A method according to claim J/Ib wherein the composition is 
divided into multiple dosage units. 
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(previously presented) A method according to claim Idl wherein the amoxicillin is present 
in at least two of the multiple dosage units. 

•ft # 

>35. (previously presented) A method according to claim m) wherein the amoxicillin is present 
in at least two of the multiple dosage units. 

19 & 

J?36. (previously presented) A method according to claim^fl 7 wherein the amoxicillin is present 
in at least two of the multiple dosage units. 

Ifil. (previously presented) A method according to claim *34 wherein the first release phase is 
in at least one dosage unit and the second release phase is in at least one other dosage unit. 

(previously presented) A method according to claim f06 wherein the first release phase is 
in at least one dosage unit and the second release phase is in at least one other dosage unit. 

-J39. (previously presented) A method according to claim H7 wherein the first release phase is 
in at least one dosage unit and the second release phase is in at least one other dosage unit. 

£40. (previously presented) A method according to claim 125 wherein the first release phase is 
in at least one dosage unit and the second release phase is in at least one other dosage unit. 

'1^1. (previously presented) A method according to claim ^wherein the composition is in the 

i- 

form of a compressed tablet. 

L42. (previously presented) A method according to claim 141 wherein the composition is in the 
form of a monolith tablet. 

J^3 . (previously presented) A method according to claim ^4 wherein the composition is in the 
form of a compressed tablet. 

4 S 

J/+4. (previously presented) A method according to claim fjo wherein the composition is in the 
form of a compressed tablet. 
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(previously presented) A method according to claini^^wherein the composition is in the 
form of a compressed tablet. 

>46. (previously presented) A method according to claim wherein the composition is in the 
form of a monolith tablet. 

>47. (previously presented) A method according to claim J^J3 wherein the composition is in the 
form of a compressed tablet. 

/48. (previously presented) A method according to claim yC5 wherein the composition is in the 
form of a compressed tablet. 

ft 



(previously presented) A method according to claim >30 wherein the composition is in the 
form of a compressed tablet. 

(previously presented) A method according to claim -^41 wherein the compressed tablet 
comprises at least two layers. 

Jr5 1 . (previously presented) A method according to claim 144 wherein the compressed tablet 
comprises at least two layers. 

lo2. (previously presented) A method according to claim ]47 wherein the compressed tablet 
comprises at least two layers. 

D 

)3. (previously presented) A method according to claim >43 wherein all of the first release 
phase is in a first layer and all of the second release phase is in a second layer. 

JnA. (previously presented) A method according to claim }AA wherein all of the first release 
phase is in a first layer and all of the second release phase is in a second layer. 

•f55. (previously presented) A method according to claim J^F5 wherein all of the first release 
phase is in a first layer and all of the second release phase is in a second layer. 



-11- 

53 



PATENT 

Application Serial No. 09/689,483 
Attorney Docket No. P32685 

Jr56. (previously presented) A method according to claim w 1 wherein the second release phase 
of the tablet further comprises at least one release retarding excipient which is selected from pH 
sensitive polymers, release-retarding polymers which exhibit swelling characteristics when in an 
aqueous environment, polymeric materials which exhibit gelling characteristics when in an 
aqueous environment, and polymeric materials which exhibit both swelling and gelling 
characteristics when in an aqueous environment. 

(previously presented) A method according to claim Jo6 wherein the at least one release 
retarding gellable polymer is selected from methylcelluloses, carboxymethylcelluloses, low- 
molecular weight hydroxypropylmethylcelluloses, low-molecular weight polyvinylalcohols, 
polyoxyethyleneglycols, and noncross-linked polyvinylpyrrolidones. 

8. (previously presented) A method according to claim;85 wherein the second release phase of 
the tablet further comprises at least one release retarding excipient which is selected from pH 
sensitive polymers, release-retarding polymers which exhibit swelling characteristics when in an 
aqueous environment, polymeric materials which exhibit gelling characteristics when in an 
aqueous environment, and polymeric materials which exhibit both swelling and gelling 
characteristics when in an aqueous environment. 

°& #■ 

<Jo9. (previously presented) A method according to claim j?5 wherein the second release phase of 
the tablet further comprises at least one release retarding excipient which is selected from pH 
sensitive polymers, release-retarding polymers which exhibit swelling characteristics when in an 
aqueous environment, polymeric materials which exhibit gelling characteristics when in an 
aqueous environment, and polymeric materials which exhibit both swelling and gelling 
characteristics when in an aqueous environment. 

>60. (previously presented) A method according to claim W3 wherein the second release phase 
of the tablet further comprises at least one release retarding excipient which is selected from pH 
sensitive polymers, release-retarding polymers which exhibit swelling characteristics when in an 
aqueous environment, polymeric materials which exhibit gelling characteristics when in an 
aqueous environment, and polymeric materials which exhibit both swelling and gelling 
characteristics when in an aqueous environment. 
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^61 . (previously presented) A method according to claim y8o wherein the at least one release 
retarding excipient is xanthan gum. 

(previously presented) A method according to claim \£8 wherein the at least one release 
retarding excipient is xanthan gum. 



(previously presented) A method according to claim lc9 wherein the at least one release 
retarding excipient is xanthan gum. 

^64. (previously presented) A method according to claim 1-60 wherein the at least one release 
retarding excipient is xanthan gum. 

y>5. (previously presented) A method according to claim J*6l wherein the xanthan gum is 
present in an amount from about 0.5% to about 8% by weight of the second release phase. 

Jr66. (previously presented) A method according to claim 1#3 wherein the xanthan gum is 
present in an amount from about 0.5% to about 8% by weight of the second release phase. 

K>7. (previously presented) A method according to claim 3^6 1 wherein the xanthan gum is 
pharmaceutical grade xanthan gum, 200 mesh. 

,*lo8. (previously presented) A method according to claim J^o3 wherein the xanthan gum is 
pharmaceutical grade xanthan gum, 200 mesh. 

>69. (previously presented) A method according to claim ySS wherein the xanthan gum is 
pharmaceutical grade xanthan gum, 200 mesh. 



0. (currently amended) A method according to claim J^wherein the pharmaceutically 
acceptable soluble salt of amoxicillin and the at least one pharmaceutically acceptable organic 
acid of the second release phase are admixed in intimate contact such that upon exposure to an 
aqueous environment they interact such that the rate of release of amoxicillin from the solid form 
of the second release phase is reduced compared to the rate of release of amoxicillin from the 
solid form of the first release phase. 
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JSfl . (currently amended) A method according to clainj^Twherein the sodium amoxicillin and 
the at least one pharmaceutical^ acceptable organic acid of the second release phase are 
admixed in intimate contact such that upon exposure to an aqueous environment they interact 
such that the rate of release of amoxicillin from the solid form of the second release phase is 
reduced compared to the rate of release of amoxicillin from the solid form of the first release 
phase. 

i& 

^Tl. (currently amended) A method according to claim JO 3 wherein the crystallized sodium 
amoxicillin and the citric acid anhydrous acid of the second release phase are admixed in 
intimate contact such that upon exposure to an aqueous environment they interact such that the 
rate of release of amoxicillin from the solid form of the second release phase is reduced 
compared to the rate of release of amoxicillin from the solid form of the first release phase. 

)fn>. (previously presented) A method according to claim *3 wherein the composition has an in 
vitro dissolution profile such that about 45% to about 65% of the total amoxicillin is dissolved 
within 30 minutes, as determined by the <71 1> Dissolution Test, Apparatus 2, provided in USP 
23, 1995, in 900 mL of deionized water, at a paddle speed of 75 rpm. 

$ si 

yfA. (previously presented) A method according to claim KB wherein the composition has an in 
vitro dissolution profile such that about 45% to about 65% of the total amoxicillin is dissolved 
within 30 minutes, as determined by the <1\ 1> Dissolution Test, Apparatus 2, provided in USP 
23, 1 995, in 900 mL of deionized water, at a paddle speed of 75 rpm. 

^ \jr 

yTS. (previously presented) A method according to claim^S wherein the composition has an in 
vitro dissolution profile such that about 50% to about 75% of the total amoxicillin is dissolved 
within 60 minutes, as determined by the <71 1> Dissolution Test, Apparatus 2, provided in USP 
23, 1995, in 900 mL of deionized water, at a paddle speed of 75 rpm. 

if 

Jk76. (previously presented) A method according to claim Yh wherein the composition has an in 
vitro dissolution profile such that about 55% to about 85% of the total amoxicillin is dissolved 
within 120 minutes, as determined by the <71 1> Dissolution Test, Apparatus 2, provided in USP 
23, 1995, in 900 mL of deionized water, at a paddle speed of 75 rpm. 
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\27. (previously presented) A method according to claim M3 wherein the composition has an in 
vitro dissolution profile such that about 70% to about 95% of the total amoxicillin is dissolved 
within 180 minutes, as determined by the <71 1> Dissolution Test, Apparatus 2, provided in USP 
23, 1995, in 900 mL of deionized water, at a paddle speed of 75 rpm. 

U> u ... 

J/78, (previously presented) A method according to claim <*> wherein the composition has an in 
vitro dissolution profile such that about 70% to about 100% of the total amoxicillin is dissolved 
within 240 minutes, as determined by the <71 1> Dissolution Test, Apparatus 2, provided in USP 
23, 1995, in 900 mL of deionized water, at a paddle speed of 75 rpm. 

\\\ bk> 

¥19. (previously presented) A method according to claim >22 wherein the composition provides, 
a mean maximum plasma concentration (C max ) of amoxicillin of at least 12 ug/mL. 

yff). (previously presented) A method according to claim ]fl2 wherein the composition provides, 
a mean maximum plasma concentration (C max ) of amoxicillin of at least 16 ug/mL. 

(previously presented) A method according to claim Jk22 wherein the composition provides, 
a mean plasma concentration of amoxicillin of at least 4 ug/mL for at least 4.4 hours. 

(previously presented) A method according to claim Yl9 wherein the composition provides, 
a mean plasma concentration of amoxicillin of at least 4 ug/mL for at least 4.4 hours. 

$ 5 > 

1 83 . (previously presented) A method according to claim >22 wherein the composition provides, 
a mean plasma concentration of amoxicillin of at least 4 ug/mL for at least 4.8 hours. 

ft } *J? 

1 y4. (previously presented) A method according to claim wherein the composition provides, 
a mean maximum plasma concentration (C max ) of amoxicillin of at least 16 ug/mL. 

JrffS. (currently amended) A method according to claim K2 wherein the composition provides 
an area under the curve (AUC) of the total amount of amoxicillin in the composition that is at 
least 80% of that of the corresponding dosage of amoxicillin taken as a immediate release 
formulation, over the same dosage period. 



is 
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y$v. (currently amended) A method according to claim ^22 wherein the composition provides 
an area under the curve (AUC) of the total amount of amoxicillin in the composition that is at 
least 90% of that of the corresponding dosage of amoxicillin taken as a immediate release 
formulation, over the same dosage period. 

J^7\ (currently amended) A method according to claim JgJ ^whcrc wherein the composition 
provides an area under the curve (AUC) of the total amount of amoxicillin in the composition 
that is at least 100% of that of the corresponding dosage of amoxicillin taken as a immediate 
release formulation, over the same dosage period. 

(currently amended) A method according to claim Vll wh e r e wherein the composition 
provides an area under the curve (AUC) of the total amount of amoxicillin in the composition 
that is at least 110% of that of the corresponding dosage of amoxicillin taken as a immediate 
release formulation, over the same dosage period. 

(currently amended) A method according to claim wh e r e wherein the composition 
provides an area under the curve (AUC) of the total amount of amoxicillin in the composition 
that is at least 120% of that of the corresponding dosage of amoxicillin taken as a immediate 
release formulation, over the same dosage period. 

(currently amended) A method according to claim >22 wherein the compositio n provides 
has an AUC, C max , and T max substantially according to Figure 5, profile A (Formulation VI). 

ypl . (currently amended) A method according to claim y&2 wherein the compositio n, provides 
has an AUC, C max , and T>MIC substantially according to Figure 5, profile A (Formulation VI). 

L92. (currently amended) A method according to claim ^22 wherein the compositio n provides 
has an AUC, C max? and T max substantially according to Figure 5, profile B (Formulation VII). 

t?93. (currently amended) A method according to claim yl2 wherein the composition provides . 
has an AUC, C max , and T>MIC substantially according to Figure 5, profile B (Formulation VII). 
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^>94. (currently amended) A method according to claim Y$ wherein the ratio of the 
pharmaceutical^ acceptable soluble salt of amoxicillin fr ee acid e quivalent to the at least one 
pharmaceuticallv acceptable organic acid e quival e nt in the second release phase is about 1:1. 

$ ■ ' > 

495. (currently amended) A method according to claim/Tl wherein the ratio of amoxicillin 
(amoxicillin fr ee acid e quivalent) in the first release phase to amoxicillin (amoxicillin free acid 
equivalent) in the second release phase is about 9:7. 

^6. (currently amended) A method according to claim >94 wherein the ratio of amoxicillin 
(amoxicillin fr ee acid e quival e nt) in the first release phase to amoxicillin (amoxicillin fr ee acid 
e quival e nt) in the second release phase is about 9:7. 

$ 

J#7. (previously presented) A method according to claim #6 wherein the citric acid is citric acid 
anhydrous. 



(previously presented) A method according to claim J89 wherein the pharmaceutical^ 
acceptable soluble salt of amoxicillin is crystallized sodium amoxicillin. 

]09. (currently amended) A method according to claim wherein the amount of amoxicillin 
(amoxicillin free acid e quival e nt) administered is at a dosage regimen interval of about 12 hours. 

$ v 

200. (previously presented) A method according to claim ^5 wherein the composition is 
administered at a dosage regimen interval of about 12 hours. 

jfil . (currently amended) A method according to claim 109 wherein the amount of amoxicillin 
(amoxicillin fr ee acid equival e nt) administered is at a dosage regimen interval of about 12 hours. 

U202. (currently amended) A method according to claim >fl wherein the amount of amoxicillin 
(amoxicillin fr ee acid equivalent) administered is at a dosage regimen interval of about 12 hours. 

jJol. (currently amended) A method according to claim wherein the amount of amoxicillin 
(amoxicillin free acid equivalent) administered is at a dosage regimen interval of about 12 hours. 
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^2*04. (currently amended) A method for treating a bacterial infection in a patient, the method 
comprising administering to the patient in need thereof a therapeutically effective amount of a 
composition in solid dosage form comprising amoxicillin and potassium clavulanate in a weight 
ratio of amoxicillin to potassium clavulanate from about 2:1 to 20:1, and the amount of 
amoxicillin is in the range of about 1950 to 2550mg; and the dosage regimen interval is about 12 
hours, 

such that the amount of amoxicillin released over thirty minutes is in the range about 45 
to about 65% of the total amoxicillin content, over sixty minutes is in the range about 50 to about 
75% of the total amoxicillin content, over two hours is in the range about 55 % to about 85% of 
the total amoxicillin content, over 180 minutes is in the range about 70 % to 95% of the total 
amoxicillin content and over 240 minutes is in the range about 70 to about 100% of the total 
amoxicillin content, as tested by the USP Dissolution Test, Apparatus 2, method at 37 degrees C, 
a paddle speed of 75 rpm and in 900 ml deionized water, over a period of 8 hours; 

chos e n such that the and which provides a mean maximum plasma concentration (Cmax) 
is of at least 12 micrograms/ml and the- a mean time that the plasma concentration exceeds 4 
micrograms/ml is-for at least 4.4 hours, when tested in a group of at least 7 healthy humans, 
# based on blood sampling at half hourly intervals for the first two hours and thereafter at hourly 
> Hitervals (at th e start of a light moal and after an overnight fast) . 



Jv5. (currently amended) A method for treating a bacterial infection in a patient, the method 
comprising 

administering to the patient in need thereof a composition in solid dosage form 
comprising amoxicillin and potassium clavulanate, such that the amount of amoxicillin is about 
2000mg and comprising a first release phase and a second release phase; 
the first release phase comprising potassium clavulanate and a first portion of the amoxicillin; 
the second release phase comprising a second portion of amoxicillin, which is a pharmaceutically 
acceptable soluble salt of amoxicillin, and at least one pharmaceutically acceptable organic acid 
which are admixed in intimate contact at a ratio of from 20: 1 to 1 :2 (amoxicillin fr ee acid 
equivalent to organic acid equival e nt) ; such that the weight ratio of amoxicillin to potassium 
clavulanate is from 2:1 to 20:1, and the solid dosage is administered at a regimen interval of 
about 12 hours, 

and wherein the solid dosage is such that the amount of amoxicillin released over thirty 
minutes is in the range about 45 to about 65% of the total amoxicillin content, over sixty minutes 
is in the range about 50 to about 75% of the total amoxicillin content, over two hours is in the 
range about 55 % to about 85% of the total amoxicillin content, over 180 minutes is in the range 
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about 70 % to 95% of the total amoxicillin content and over 240 minutes is in the range about 70 
to about 100% of the total amoxicillin content, as tested by the USP Dissolution Test, Apparatus 
2, method at 37 degrees C 5 a paddle speed of 75 rpm and in 900 ml deionized water, over a 
period of 8 hours; 

chosen such that the and which provides a mean maximum plasma concentration (Cmax) 
is of at least 12 micrograms/ml and the- a mean time that the plasma concentration exceeds 4 
micrograms/ml is- for at least 4.4 hours, when tested in a group of at least 7 healthy humans, 
based on blood sampling at half hourly intervals for the first two hours and thereafter at hourly 
intervals , (at th e start of a light meal and aft e r on ov e rnight fast) . 

■■1*8. 

.200. (new) A method according to claim >S wherein the bacterial infection is a respiratory tract 
infection. 



207. " 



(new) A method according to claim 206 wherein the respiratory tract infection is 
community acquired pneumoniae (CAP), acute exacerbation of chronic bronchitis (AECB), or 
acute bacterial sinusitis (ABS). 

208. (new) A method according to claim ^97 wherein the composition is administered over 7 to 
14 days. 

1$ AT 

P^9. (new) A method according to claim 204 in which the bacterial infection is caused by at 
least one of the organisms S. pneumoniae, H. influenzae, and M. catarrhalis, 

^T0. (new) A method according to claim 309 wherein the S. pneumoniae are Drug Resistant 
S. pneumoniae and Penicillin Resistant S. pneumoniae organisms. 





(new) A method according to claim 209 wherein the bacterial infection is a respiratory tract 
infection. 

. ^fz. (new) A method according to claim 2T1 wherein the respiratory tract infection is 
community acquired pneumoniae (CAP), acute exacerbation of chronic bronchitis (AECB), or 
acute bacterial sinusitis (ABS). 
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(new) A method according to claim 21 2 wherein the composition is administered over 7 to 
14 days. 

2r4. (new) A method according to claim ^05 in which the bacterial infection is caused by at 
least one of the organisms S. pneumoniae, H. influenzae, and M. catarrhalis. 



jrf5. (new) A method according to claim jnA \ 



(new) A method according to claim >f4 wherein the S. pneumoniae are Drug Resistant 
S. pneumoniae and Penicillin Resistant 5. pneumoniae organisms. 



216. (new) A method according to claim /T4 \ 

inff=»rtinn 



(new) A method according to claim f\A wherein the bacterial infection is a respiratory tract 
infection. ^ ^ 

1/i 7. (new) A method according to claim ^ro wherein the respiratory tract infection is 
community acquired pneumoniae (CAP), acute exacerbation of chronic bronchitis (AECB), or 
acute bacterial sinusitis (ABS). 

#y by 

M8. (new) A method according to claim 2X7 wherein the composition is administered over 7 to 
1 4 days. 
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